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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tlie fee set 
fortli in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 7/20/09 
has been entered. 

Claim Rejections - 35 USC §103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-4, 70-72, and 75-97 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Desinger (6723094) in view of Navarro et al. 

Desinger discloses a system and method to treat tissue with the combination of 
an optical waveguide or visual feedback to identify tissue of interest and a treatment 
device to treat the tissue. The therapy of treatment may be directed to tumors (col. 8 
line 7), thin-walled regions of the body such as the nasal concha (col. 3 lines 29-47), 
and may also be a hollow anatomical structure comprising veins such as varicose veins 
(col. 8 lines 47-49). The treatment is directed to reduced diameter of enlarged vessels 
where the electrical energy causes the blood and the vessel wall to coagulate causing 
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the vessel to contract and preventing blood from flowing into the vessel and therefore 
the vessel is not visible through the skin (col. 8 lines 50-56). Therefore this leads to 
reduced diameter of the vein and ligation or occlusion of the vein. The system and 
method is directed to a more controlled and focused treatment of tissue by applying 
therapeutic energy to target tissues and prevent therapeutic energy from being applied 
to non-target regions for more localized treatment (col. 2 lines 2-4). 

The method involves introducing a treatment device or an electrode arrangement 
1 which is a component of a surgical instrument or catheter (fig. 1 ) into the anatomical 
structure or tissue to be coagulated comprising an elongate shaft or cylinder 10 which 
forms the distal end of the instrument and adjoining the front cylinder 10 is a tubular 
outer conductor 20. The exposed outer surface of the front cylinder 10 forms a first 
electrode 2. The exposed outside surface of the outer conductor 20 forms a second 
electrode 4. The two electrodes are connected to voltage sources at the proximal end 
and therefore includes electrically driven energy application device at the working end of 
the shaft or cylinder or conductor (col. 1 1 lines 30-47). The energy application device 
includes the use of resistive coils, conductive and insulating layers in the electrode 
arrangement to increase the resistance of the electrode arrangement (col. 2 lines 5-15). 

The electrode arrangement may also include an optical waveguide 60 or fiber 
optic device extending centrally through a hollow duct through the inner conductor 14 
and in aligned relationship and passing through the front cylinder 10 which passes 
visible light to the distal tip 12 of the electrode arrangement when the optical waveguide 
is fed with visible laser light (fig. 4, col. 1 1-21). Therefore the optical waveguide is an 
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integrated part of tlie treatment device but positioned separately from tlie tlierapeutic 
energy device. Tlie treatment device is introduced at tlie treatment site over tlie optical 
waveguide or fiber optic device (col. 12 lines 25-35). The distal tip of the front cylinder 
containing the optical waveguide is inserted into the tissue site and the light at the tip 
makes it possible to locate the position of the tip in the tissue site and then 
implementing treatment at the site (col. 3 lines 29-47). Therefore the tip provides 
physical engagement of the energy device with the anatomical structure and the light 
source provides information on the location of the tissue site where to position the 
therapeutic energy device. Light is emitted in a radial fashion in the form of stray or 
scattered light (col. 12 lines 48-60). 

Even though Desinger teaches treatment of enlarged vessels such as varicose 
veins and would obviously require treatment of the saphenofemoral junction, Desinger 
however does not explicitly teach the step of identifying an anatomical junction where 
two veins intersect. In the same field of endeavor Navarro et al. disclose a method of 
positioning a catheter proximate to a junction in a hollow anatomical structure such as 
the sapheno-femoral junction. It is well known (as disclosed by Navarro) that the leg 
has a varicose, greater saphenous vein and varicosity in this vein is due to mal- 
functioning of the saphenofemoral valve with reflux at the saphenofemoral junction (col. 
4 lines 24-29). Treatment is thus directed at the saphenofemoral junction comprising 
enlarged system of blood vessels. Therefore treatment of enlarged varicose veins 
would obviously require treatment of the reflux at the saphenofemoral junction and the 
hollow anatomical structure or the vein has a first and second lumen where the 
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treatment would be conducted intraluminally. The process involves introducing a 
catheter into the hollow anatomical structure (col. 4 lines 39-49) and identifying the 
junction based on feedback from the catheter with the use of light emitted from a fiber 
optic device and an attribute of the light changes upon reaching the junction (col. 4 lines 
50-65). The fiber optical line 40 is positioned relative to the saphenopopliteal junction 
52 and laser energy in the 500 nm-1 1 00 nm range is delivered to the vessel walls for a 
certain amount of time at a certain power range and this is continued with compression 
of the saphenous vein 50 while the fiber optic line 40 is incrementally withdrawn (col. 5 
lines 7-39). This shows that the length of the fiber optic line incrementally changes as 
the attribute of light changes such as the wavelength, frequency, and power of the laser 
energy source. 

The angiocatheter as taught in Navarro et al. is inserted with the help of the fiber 
optic line for visual guidance or feedback (col. 4 lines 32-43). The method further 
involves applying energy to the hollow structure at the treatment site via an energy 
application device at the working end of the catheter so as to lead to a reduced 
diameter for the hollow structure or occlude the region of interest (col. 5 lines 7-39). 

It would have therefore been obvious to one of ordinary skill in the art to use the 
teaching by Navarro to modify Desinger such that the treatment method is specifically 
directed to the saphenofemoral junction and this junction is effectively identified and 
treated by the therapeutic energy device. 
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4. Claims 5-7, 16, and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Desinger in view of Navarro as applied to claims above, and further 
in view of Makower et al. (6190353). 

Desinger and Navarro teach the use of distal tips or rounded tips to engage the 
junction but do not teach the use of a guidewire with a hook shaped tip and do not teach 
the step of measuring the length of the optical waveguide or the fiber optic line. In the 
same field of endeavor Makower et al. disclose a catheter assembly 100 with a tissue- 
penetrating element 102 with a hook shaped tip (fig. 4). The tissue-penetrating element 
passes from the catheter to form a passageway through the wall of the artery through a 
tissue located between the artery and vein then through wall of vein and after the first 
blood flow passageway has been created, a guidewire is passed through the tissue 
penetrating element 102 or through catheter 100 and through the passageway. The 
length of the passageway enables the operator to control the tissue-penetrating element 
such that the tissue-penetrating element 102 creates a passageway 10 of the desired 
length between the blood vessel within which the catheter is located and the target 
region (col. 27 lines 42-54). Therefore the length of the guidewire or the tissue- 
penetrating element is measured and controlled according to the distance between the 
blood vessel where the catheter is located and the target. It would have therefore been 
obvious to one of ordinary skill in the art to use the teaching by Makower et al. to modify 
Desinger and Navarro such that the guidewire with the hook shaped tip along with the 
treatment catheter may be inserted the appropriate distance within the vessel and 
effectively engage the tissue site or the junction (col. 21 lines 53-col. 22 line 1 2). 
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5. Claims 50-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Desinger in view of Navarro and further in view of Makower et al. 

Desinger discloses a system and method to treat tissue with the combination of 
an optical waveguide or visual feedback to identify tissue of interest and a treatment 
device to treat the tissue. The therapy of treatment may be directed to tumors (col. 8 
line 7), thin-walled regions of the body such as the nasal concha (col. 3 lines 29-47), 
and may also be a hollow anatomical structure comprising veins such as varicose veins 
(col. 8 lines 47-49). The treatment is directed to reduced diameter of enlarged vessels 
where the electrical energy causes the blood and the vessel wall to coagulate causing 
the vessel to contract and preventing blood from flowing into the vessel and therefore 
the vessel is not visible through the skin (col. 8 lines 50-56). Therefore this leads to 
reduced diameter of the vein and ligation or occlusion of the vein. The system and 
method is directed to a more controlled and focused treatment of tissue by applying 
therapeutic energy to target tissues and prevent therapeutic energy from being applied 
to non-target regions for more localized treatment (col. 2 lines 2-4). 

Therefore the optical waveguide is an integrated part of the treatment device but 
positioned separately from the therapeutic energy device. The treatment device is 
introduced at the treatment site over the optical waveguide or fiber optic device (col. 12 
lines 25-35). The distal tip of the front cylinder containing the optical waveguide is 
inserted into the tissue site and the light at the tip makes it possible to locate the 
position of the tip in the tissue site and then implementing treatment at the site (col. 3 
lines 29-47). Therefore the tip provides physical engagement of the energy device with 
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the anatomical structure and tlie liglit source provides information on tlie location of the 
tissue site where to position the therapeutic energy device. The electrode arrangement 
of the therapeutic energy device is moved to treatment locations and as the treatment 
location is changed, the energy device would have to be stopped and the system (col. 2 
lines 53-63) and would obviously therefore include a mechanical stop for stopping the 
advancement of the catheter. 

Even though Desinger teaches treatment of enlarged vessels such as varicose 
veins and would obviously require treatment of the saphenofemoral junction, Desinger 
however does not explicitly teach the step of identifying an anatomical junction where 
two veins intersect. In the same field of endeavor Navarro et al. disclose a method of 
positioning a catheter proximate to a junction in a hollow anatomical structure such as 
the sapheno-femoral junction. It is well known (as disclosed by Navarro) that the leg 
has a varicose, greater saphenous vein and varicosity in this vein is due to mal- 
functioning of the saphenofemoral valve with reflux at the saphenofemoral junction (col. 
4 lines 24-29). Treatment is thus directed at the saphenofemoral junction comprising 
enlarged system of blood vessels. Therefore treatment of enlarged varicose veins 
would obviously require treatment of the reflux at the saphenofemoral junction and the 
hollow anatomical structure or the vein has a first and second lumen where the 
treatment would be conducted intraluminally. The angiocatheter as taught in Navarro et 
al. is inserted with the help of the fiber optic line for visual guidance or feedback (col. 4 
lines 32-43). The method further involves applying energy to the hollow structure at the 
treatment site via an energy application device at the working end of the catheter so as 
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to lead to a reduced diameter for tlie liollow structure or occlude the region of interest 
(col. 5 lines 7-39). 

It would have therefore been obvious to one of ordinary skill in the art to use the 
teaching by Navarro to modify Desinger such that the treatment method is specifically 
directed to the saphenofemoral junction and this junction is effectively identified and 
treated by the therapeutic energy device. 

Desinger and Navarro teach the use of distal tips or rounded tips to engage the 
junction but do not teach the use of a guidewire with a hook shaped tip and do not teach 
the step of measuring the length of the optical waveguide or the fiber optic line. In the 
same field of endeavor Makower et al. disclose a catheter assembly 100 with a tissue- 
penetrating element 102 with a hook shaped tip (fig. 4). The tissue-penetrating element 
passes from the catheter to form a passageway through the wall of the artery through a 
tissue located between the artery and vein then through wall of vein and after the first 
blood flow passageway has been created, a guidewire is passed through the tissue 
penetrating element 102 or through catheter 100 and through the passageway. The 
length of the passageway enables the operator to control the tissue-penetrating element 
such that the tissue-penetrating element 102 creates a passageway 10 of the desired 
length between the blood vessel within which the catheter is located and the target 
region (col. 27 lines 42-54). Therefore the length of the guidewire or the tissue- 
penetrating element is measured and controlled according to the distance between the 
blood vessel where the catheter is located and the target. It would have therefore been 
obvious to one of ordinary skill in the art to use the teaching by Makower et al. to modify 
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Desinger and Navarro such that the guidewire with the hool< shaped tip along with the 
treatment catheter may be inserted the appropriate distance within the vessel and 
effectively engage the tissue site or the junction (col. 21 lines 53-col. 22 line 1 2). 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BAISAKHI ROY whose telephone number is (571)272- 
7139. The examiner can normally be reached on M-F (7:30 a.m. - 4p.m.). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian L. Casler can be reached on 571-272-4956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

BR 

/Balsa khi Roy/ 
Examiner, Art Unit 3737 
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